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Litestream 500E

Submitter's Name & Address:
Pride Mobility Products Corporation
182 Susquehanna Avenue
Exeter, Pa. 18643
Phone: (570) 655-5574
Facsimile: (570) 655-2990

Contact Person:
Thomas Schappert

Date Prepared:
August 13, 2004

Name of Device and Proprietary Name:
Litestream 500E / Pride Mobility

Common or Usual Name:
Manual Wheelchair

Classification Name:
Wheelchair, Mechanical

Product Code:
IOR

Comparison to Predicate Devices:

The Litestream 500E Mechanical Wheelchair is substantially equivalent to the Sunrise
Medical Quickie (K850536)

Device Description:

The Litestream 500E mechanical wheelchair is lightweight and designed to provide
mobility based on the user's capabilities and needs, with propulsion by the user or an
attendant. To better adapt to individual needs, the Litestream 500E is available in
various seat sizes, and features component adjustments to enhance fitting and
performance.
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With hand-rim drive wheels in the rear, and pivoting front casters, the Litestream 500E
steers according to typical mechanical wheelchairs, and features common wheelchair
components, including a seat frame, backrest, armrests, legrests, and wheel locks.

The Litestream 500E performs well indoors, and maintains its performance on firm,
smooth, surfaces, as well as those that are free of steep angles and obstacles. For
durability and less weight, the frame material is aluminum, with a seat and backrest
upholstery fabric that meets the California CAL177 Standard for flammability. The
Litestream 500E Owner's Manual contains descriptions and specifications toward
meaningful use, operation, and care of the wheelchair.

Intended Use:

The intended use of the Litestream 500E is to provide mobility to persons limited to a
seated position that are capable of operating a mechanical wheelchair.

The Litestream 500E manual wheelchair enhances the mobility of users who are
partially or fully non-ambulatory.

Non-Clinical Testing:

ANSI/RESNA WC/01 Determination of Static Stability Testing
ANSI/RESNA WC/03 Test Methods and Requirements for the Effectiveness of Brakes
ANSI/RESNA WC/05 Determination of Overall Dimensions and Turning Space
ANSI/RESNA WC/08 Static Impact, Fatigue, and Strength Tests
ANSI/RESNA WC/1I Test Dummies
ANSI/RESNA WC/13 Coefficient of Friction
ANSI/RESNA WC/1 5 Documentation and Labeling
ANSI/RESNA WC/93 Maximum Overall Dimensions
Cal 117 - Flammability Testing

Discussion of Clinical Testing Performed:

N/A

Conclusions:

The Litestream 500E has the same intended use and similar technological
characteristics as the Quickie. Moreover, the non-clinical testing and the predicate
comparisons demonstrate that any differences in their technological characteristics do
not raise any new questions of safety or effectiveness. Thus, the 500E mechanical
wheelchair is substantially equivalent to the predicate device.
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